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DETAILED ACTION 



Notice to Applicant 



[1] This communication is in response to the amendment filed 17 September 2009. Claim 17 
has been cancelled. Claim 18 has been added. Claim 18 is pending. 

As noted by Applicant in the response filed 17 September 2009 claim 18 is previous claim 17 
amended to address rejections under 35 U.S. C. 101. Accordingly, art rejections of claim 18 are 
maintained as set forth with respect to now cancelled claim 17 in the previous Office Action 
mailed 17 March 2009, herein incorporated by reference. 



[2] The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 



The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 



Claim Rejections - 35 USC § 112/ Claim Rejections - 35 USC §101 



[3] 



35 U.S.C. 101 reads as follows: 



Whoever invents or discovers any new and useful process, machine, manufacture, or composition 
of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requires of this title. 
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[4] Claim 18 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Claim 18 is a hybrid claim Under 35 U.S.C. 101, the claimed invention must fall 
into one of the four recognized statutory classes of invention, namely, a process (or method); a 
machine (or system); an article of manufacture; or a composition of matter. 



See MPEP §2173.05(p), which states that a single claim must be drawn to either a product or 
process (but not both) and because a potential competitor of Applicant(s) would not know 
whether possession alone of the claimed structure constituted infringement, or alternatively, if 
infringement required the execution of the recited method steps, the claims are indefinite. For 
prior art purposes, the Examiner will interpret claim 1 8 as a claim directed to a product only. 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

[6] Claims 1-17 have been cancelled. 

[7] Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Crutchfield 
(United States Patent #6,699,193). 

As per claim 18, Crutchfield et al. disclose a classification and management system for patients 
with lower extremity arterial occlusive disease comprising a netowrk of remotely located 
computers integrated to implement the steps of: examining a patient at a healthcare facility with 
lower extremity arterial occlusion disease (Crutchfield et al; col. 9, lines 24-29 and lines 30-39), 
collecting patient data including physically observable conditions of the patient's lower 
extremities and noninvasive arterial pressure and blood flow data (Crutchfield et al.; col. 9, lines 
24-29 and lines 30-39), recording the collected patient data (Crutchfield et al; col. 9, lines 24-29 
and lines 30-39, col. 17, lines 17-28 and lines 65-67, and col. 18, lines 1-14), transmitting said 
collected patient data to an evaluating authority (Crutchfield et al; col. 5, lines 34-57, col. 16, 
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lines 54-67, and col. 17, lines 1-8), comparing said collected patient data against a medically 
accepted set of disease specific criteria at the evaluating authority to classify patients "potentially 
at risk" and those patients "not at risk" of developing complications of arterial occlusive disease 
(Crutchfield et al.; col. 9, lines 25-50), transmitting said preliminary classification to the 
healthcare facility (Crutchfield et al; col. 5, lines 34-57, col. 16, lines 54-67, and col. 17, lines 1- 
8), referring those patients classified as "potentially at risk" of arterial of arterial occlusive 
disease to an accredited laboratory for noninvasive vascular evaluation (Crutchfield et al; col. 9, 
lines 14-52), evaluating those "potentially at risk" patients at the accredited laboratory against 
medically accepted criteria (Crutchfield et al; col. 6, lines 22-39, col. 9, lines 14-52, and col. 19. 
lines 50-67), recording the results of said noninvasive vascular evaluation at the accredited 
laboratory (Crutchfield et al; col. 9, lines 24-29 and lines 30-39, col. 17, lines 17-28 and lines 
65-67, and col. 18, lines 1-14), transmitting said recorded results to the evaluating authority for 
final classification (Crutchfield et al; col. 5, lines 34-57, col. 16, lines 54-67, and col. 17, lines 1- 
8), classifying each patient at the evaluating authority against medically accepted criteria as "at 
risk" or "not at risk" of developing arterial occlusive disease (Crutchfield et al; col. 9, lines 40- 
52 and col. 10, lines 6-20), transmitting said "at risk" or "not at risk" patient final classification to 
the healthcare facility (Crutchfield et al; col. 5, lines 34-57, col. 16, lines 54-67, and col. 17, 
lines 1-8), recording said "at risk" or "not at risk" patient final classification at the healthcare 
facility (Crutchfield et al; col. 9, lines 24-29 and lines 30-39, col. 17, lines 17-28 and lines 65- 
67, and col. 18, lines 1-14), referring patient having a final classification of "at risk" for critical 
ischemia with associated extremity lesions and patients with and patient with noninvasive 
evidence of severe ischemia to a vascular surgery facility for vascular surgical assessment to 
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determine whether revascularization is necessary (Crutchfield et al; col. 6, lines 22-39, col. 9, 
lines 14-52, and col. 19. lines 50-67), assessing such "at risk" patients against medically accepted 
criteria as "clinical indication for operation" or "no indication for operation" at the vascular 
surgery facility (Crutchfield et al; col. 6, lines 22-39, col. 9, lines 14-52, and col. 19. lines 50- 
67), electing revascularization and periodic management system evaluation at the healthcare 
facility or routing wound care and periodic revaluation at the healthcare facility by patients 
assessed as "clinical indication for operation" (Crutchfield et al; col. 5, lines 34-57, col. 16, lines 
54-67, and col. 17, lines 1-8), monitoring patients assessed as "no indication for operation" by 
the healthcare facility with increased precautions to monitor for detection of any visible 
deterioration of the patient's lower extremities that would require reassessment (Crutchfield et 
al.; col. 19, lines 50-67) referring patient having ulcers, pain, or gangrene at the time of "no 
indication for operation" assessment for reassessment (Crutchfield et al; col. 09, lines 50-67), 
referring patients classified as "no indication for operation" that develop ulcers, pair and/or 
gangrene to the vascular surgery facility for reassessment (Crutchfield et al; col. 09, lines 50- 
67), reassessing the referred patient at the vascular surgery facility against medically accepted 
criteria as "no indication for operation" or "clinical indication for operation" (Crutchfield et al.; 
col. 19, lines 50-67 and col. 20, lines 21-40), transmitting the reassessment of "no indication for 
operation" or "clinical indication for operation" to the evaluating authority for reevaluation as 
"no indication for operation" or "clinical indication for operation" (Crutchfield et al.; col. 17, 
lines 17-28 and lines 65-67, and col. 18, lines 1-14), transmitting the reevaluation to the 
healthcare faculty with the appropriate medical procedure and regimen (Crutchfield et al.; col. 5, 
lines 34-57, col. 16, lines 54-67, and col. 17, lines 1-8), treating and monitoring patients 
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classified as "not at risk", " at risk" and assessed as "no indication for operation" or "clinical 
indication for operation" at the healthcare facility (Crutchfield et al.; col. 46, lines 29-67 and col. 
47, lines 23-62), providing "not at risk" patient without limb ulcers routing care and precautions 
at the healthcare facility (Crutchfield et al.; col. 46, lines 29-67 and col. 47, lines 23-62), 
providing "not at risk" patient with limb ulcers routine wound care at the healthcare facility 
(Crutchfield et al; col. 46, lines 29-67 and col. 47, lines 23-62), providing "not at risk" patient 
with limb ulcers periodic reevaluation by the evaluating authority (Crutchfield et al.; col. 6, lines 
22-39, col. 9, lines 14-52, and col. 19. lines 50-67), providing "at risk" patients assessed as "no 
indication for operation" or "operation not elected by patient" and "clinical indication for 
operation" patient undergoing revascularization at the vascular surgery facility with intensive 
would care at the healthcare facility (Crutchfield et al.; col. 46, lines 29-67 and col. 47, lines 23- 
62), and providing periodic reevaluations of "at risk" patient assessed as "no indication for 
operation" or "operation not elected by patient" with increased precautions at the healthcare 
facility (Crutchfield et al; col. 6, lines 22-39, col. 9, lines 14-52, and col. 19. lines 50-67). 

While Crutchfield et al., does not exemplify precisely the patient diagnosis and treatment 
scenario presented by claim 1 8 as presently amended, Crutchfield provides the functionality 
required to enable each of the "assessment" "reassessment" and "treatment" steps defined by 
claim 1 8 including the transmission of data and the referral of patients presenting a particular set 
of symptoms for appropriate treatment. Accordingly, a medical institution and associated staff 
practicing the Crutchfield et al. invention in the treatment of individuals with vascular disease 
would achieve the method defined by claim 18 as a result of user selections (i.e., user choices) 
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made during the course of practicing physicians (i.e., diagnosing and treating patients for 
vascular disease). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ the system and method of Crutchfield et al. to accomplish the 
method steps defined by claim 18. One of ordinary skill in the art would have been motivated to 
do so by the desire to assess the vascular health of a patient in order to assess the effects of 
treatments, risk factors and substances, including therapeutic substances, on blood vessels by 
measuring various parameters of blood flow in one or more vessels and analyzing the results in a 
defined manner (Crutchfield et al; col. 1, lines 25-30). 
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Response to Remarks 

[8] Applicant's remarks directed to the previous rejection(s) of claim 17 under 35 U.S.C. 101 
as being directed to a non- statutory method are moot as the rejection(s) has been withdrawn due 
to Applicant's amendments to claim 18 (re -written claim 17). Examiner concedes that in light of 
the preamble of claim 18, a computer is necessarily present to facilitate the recited data 
transmission steps. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to R. David Rines whose telephone number is (571)272-5585. The 
examiner can normally be reached on 8:30am - 5:00pm Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Beth Boswell can be reached on 571-272-6737. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/R. David Rines/ 
Examiner, Art Unit 3623 



